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From ike Presi 


“June suns, you cannot store them 
To warm the winter's cold” 

A.E. Housman 


Hi everyone, 

Are you having a fun start to the Summer? How about a trip to Asilomar, Arizona or 
Australia? In this month’s issue of Postscripts, Maureen O’Hara shares her experiences 
from the Pacific Coast Conference in Asilomar. Check out the lovely pictures! We even 
included a sunset picture from Asilomar as the cover of this month’s issue. 

In Arizona, we wish to give a big thank you to our delegates, Kathy Boltz and Mary Stein, 
for managing the AMWA booth for three days during the Society for Technical 
Communication (STC) Summit held in Phoenix. STC hosted excellent educational 
programs and good networking events. Great job, Kathy and Mary, for representing AMWA 
so well! 

Want to travel even further and see more pictures of waves crashing but this time of a 
different ocean? Susan Chang takes us on a tour of her two-week trip to Australia. You’ll 
enjoy her amusing stories and beautiful pictures. 

How about a more local event to network with other medical writers? Gail Flores hosted a 
very successful happy hour in Carlsbad last month. 

Are you attending the Drug Information Association (DIA) meeting this month in San Diego? 
Join us at the Tin Fish Gaslamp (170 6th Ave, San Diego) on Tuesday, June 17th, 5:30-7:30 
pm, for a medical writer meet-up with your AMWA friends! 

We thank Fellow and Past AMWA President MaryAnn Foote for noting the importance of a 
medical writer being a full member of the regulatory submission team. Her story is a delight 
and of value to us all. 

Thank you to Wilm D’Haeze for the EMA updates, Sally Altman for the FDA updates, Ellen 
Klepack for pharmacovigilance updates and Dikran Toroserfor his review about what 
constitutes plagiarism. Irene Yau provides us with postings and warns us about questions 
that might trap us during an interview. 

We thank all of our Postscripts contributors. We could not have created such an 
educational and entertaining newsletter without you! Please have a look on the last page to 
recognize your friends and fellow members who contribute articles. If you wish to contribute 
articles to our newsletter, please contact our star Editor, Ajay K Malik (ajay@amwa- 
pacsw.org). 

We are planning more chapter events including joint meetings with other societies later this 
year. Planning an event is easy and fun to do so if you would like to host an event in your 
area, please contact us. 

Enjoy the Summer! 

Donna 

Donna Simcoe, MS, MS, MBA, CMPP 
President, AMWA Pacific Southwest Chapter 


deni s Desk 
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The Sharpest Pencil in the Cup 

MaryAnn Foote, PhD 

Fellow and Past President of AMWA 


Another article in the occasional series highlighting an issue of concern to medical 
writers. Scenarios are based on the author’s 20+ years of experience -- personal and 
learning from others -- in the biopharma industry, freelance world, and academia. Any 
scenario described has been altered to obscure the culprits and may, in fact, be a 
composite of several culprits. 


Setting: Midsize biopharma company 

Conflict: Role of writer in document preparation and review of regulatory documents 

Introduction: While most companies have dedicated medical/regulatory writers, not all 
companies use them to the same extent. Writers may or may not be full members of a 
team and as such, may or may not have timely access to all data and all discussions of 
the data. While many teams and team leaders are happy to have a writer format and 
edit a document, not all teams and team leaders recognize the depth of knowledge of a 
seasoned medical/regulatory writer. The team writer in this scenario, who has written 
the investigator brochure, clinical study reports, and the submission documents, is 
present at a final review session for a submission with a looming deadline. 

Issues: Submission of a New Drug Application (NDA) or Biological License Application 
(BLA) entails much work and involves many people from many departments. The team 
leader is tasked with meeting the submission goal with the best presentation of data 
possible but should rely on the expertise of all team members to ensure the quality of 
the data. In this scenario, the writer is present at a late-night meeting to review the last 
portion of a submission scheduled to be sent to FDA in a few days. 


Team Leader. It is 10 PM and we still have another document to 
review and finalize. The document has been on the team’s 
server for a week and all comments were due to the writer 
yesterday. I will put the document up on the screen and we can 
go over it line by line. 

Medical Writer. As you noted, it is after 10 PM and we are all tired. 
I am not sure a word-by-word, line-by-line review is an efficient 
way to move forward. I have collected and collated comments 
that I received and have prepared a document to show how I 
addressed them. Let’s project my list first and if there is time, 
which i doubt, we can start a line-by-line review. 

Team Member No. T. I did not have a chance to read the 
document, so I do need a line-by-line review. Look at the first 
paragraph. Should that be a colon instead of semicolon? 
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Medical Writer. I strongly suggest that we focus on the unresolved 
issues. We still do not have the summary section written and 
have some unsettled areas in data interpretation to discuss as 
a team. 

Team Member No. 2 (joining the bandwagon ): You are a medical 
writer! You know about grammar and spelling, not strategy. And 
I think it should be a colon instead of a semicolon. A colon 
looks more scholarly and the FDA will think better of us. 

Medical Writer. Actually, a semicolon is correct. But we have more 
important issues to discuss. I cannot finalize the document until 
the team comes to consensus on these unanswered questions. 

The document assistants will run a final grammar/spell check 
before submission. 

Team Leader. I don’t know. Grammar and punctuation is 
important, too. 

Medical Writer. I agree that grammar and punctuation are 
important, but we also have functional-area expertise, or so I 
thought, and grammar and punctuation are in my area of 
functional expertise and will be taken care of. Let’s move on to 
this list of unresolved issues in the document. 

Team Leader. It is now 10:30 PM. Let’s start on this page and go 
over document line by line. 

Medical Writer (resigned to a long night of grammatical nit- 
picking): Let me get another cup of coffee but don’t you think 

we are wasting time? We still have several important 
messages to refine. Why don’t we at least look at my list? 

Team Member No. 3: I agree. We have a lot to do and a spell 
check program can catch these minor items. Let’s see that list! 

Discussion: Why do I nominate this scenario for The Sharpest Pencil in the Cup? 
Several reasons come to mind. 

• First of all, writers must be seen as full members of the submission team, not simply Ms 
Thistlebottom, the prickly grammar teacher. I field more queries from writers on this topic - 
how can I be seen as an expert in regulatory writing and not simply the typist - than any 
other topic. No pat answer exists for this question and this problem that is shared by writers 
in large and small, startup and established companies for drugs, biologies, and devices. The 
topic deserves an in-depth discussion among writers if we are to move forward. 
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• Secondly, the team leader should enforce functional-area expertise. In my experience, 
everyone on a team is a writer... .and only the statistician is the statistician. While teams will 
spend valuable time debating colon vs semicolon, the difficult work of interpreting the data 
and putting them in context is shunted aside, left undiscussed or debated, and finally 
addressed when the regulatory agency sends a list of questions to be addressed. Teams 
should address the tough issues, with the functional-area expert having a majority vote in the 
final decision. 

• Thirdly, the team should agree on a style guide - usually AMA - at the onset. No one style 

guide makes everyone happy, but if the team agrees to using a standard style guide, with the 
writer as the functional-area expert, there is a good chance that they will not be sitting in a 
darkened room, staring at a screen, debating minutiae in the middle of the night. 

• The team must adhere to a review schedule. At submission time, everyone is stretched, but 

everyone needs to make time to thoroughly review documents. The writer had an excellent 
solution in taking the comments and preparing documents illustrating how they were resolved. 
Unresolved questions should be the only ones addressed at this late-night meeting. 

• Finally, the team needs to understand that the writer, along with the team leader, may be one of 

a select few people who have been involved in the project from IND to protocols to 
investigator brochure to clinical study reports to final submission documents. The writer 
usually has extensive knowledge of and experience with the entire data set, and it would be to 
the team’s advantage to use this knowledge and experience. 

Three cheers for our intrepid medical writer who got the team back to basics and what is 
important. While no one worships a cleanly written document more than I do, I also 
recognize that solid science will win the day in the long run. 

What are your thoughts? Have you been in this situation? How have you handled it? 
More importantly, how do we as writers establish ourselves as full team members? 



Colored Pencils by Petr Kratochvil via publicdomainpictures 
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By Susan Chang, PhD, Susan Chang Consulting 

Since times immemorial, humans have taken voyages to distant lands in search of 
new cultures, new species, or their inner universe. Darwin went to Galapagos Islands 
and spawned a new breed of enlighted scholars, and Beatles went East to the 
Himalayan foothills to discover the strength of their souls. While the rest of us, take a 
few weeks off our scheduled lives to remind us: yes, much happiness and rejuvenation 
comes your way when you drive or fly away for a while from the epicenter of your life. 
In the spirit, less of Darwin and Beatles, but more of Modern Americans, Susan Chang 
recently spent two weeks on the other side of the world in Australia. 

—Editor 


I recently returned from my first trip south of the equator: a two-week vacation Down Under. "What was your 
favorite thing to do in Australia?" everyone is asking. For some reason I've found this difficult to answer, perhaps 
because I’m still jet lagged and struggling to formulate a coherent thought. Or perhaps it’s because even the 
simplest moments can create special memories, so how can one choose a favorite? 


Objective: To have the vacation of a lifetime-two 
weeks in Australia (five days in Sydney, four in Cairns 
[near the Great Barrier Reef], and four in Melbourne). 

Materials and Methods: Save money for several 
years. Consult numerous guide books, web pages, and 
mobile apps. Get advice from family, friends, and 
friends of friends. Clear out your work schedule for two 
weeks. Have your husband plan the trip because he’s 
been there five times (highly recommended). 

Results and Discussion: We began our trip in 
Sydney, New South Wales (NSW), home of the famous 


Sydney Opera House. Across the bay from the opera 
house is the Taronga Zoo, a biologist’s (me) and 
photographer’s (my husband) playground! We 
immediately sought out the Australian animals exhibits, 
and we were not disappointed. I do not often think to 
take a picture or video, but once we entered the 
kangaroo and wallaby habitat, I was fumbling for my 
iPhone. There were approximately 20 mammals in this 
large enclosure: a dozen swamp wallabies peering out 
from the shadows (Fig 1A), six red kangaroos lounging 
in the sunbeams (Fig IB), and two humans gawking at 
it all (not shown). There were no fences to protect us 
from each other, no zoo employees to make sure we 


Figure 1. Close Encounters Between Marsupials and Humans: Taronga Zoo 

A. Peering Swamp Wallabies B. Lounging Red Kangaroo 



Representative samples are shown. Photographs copyright Lance Chang (www.changstudio.com) 
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obeyed the small sign (“stay on the path”). I had to 
capture this on video: kangaroo lounging on his side in 
the sun — > pan to husband photographing kangaroo — > 
pan to ground between them to show lack of fences. A 
group of children on a fieldtrip entered the habitat, 
hooting and hollering as they went, barely pausing for a 
view of animals. Children and kangaroos were equally 
unimpressed with each other. 

Conclusion: One person’s exotic marsupial is another 
person’s back-yard deer. Also, perhaps Australians are 
not as litigious as Americans, hence no fence. 

For the second leg of our trip, we went to Cairns, a sea- 
side town in far north Queensland (FNQ) near the 
Great Barrier Reef (GBR). Think humidity, warm 
breezes, and sudden, frequent rain showers. But 
getting to the actual GBR meant a 45 min boat ride on 
rough seas to Green Island (Fig 2A). I managed my 
seasickness successfully (unlike others on the speed 
boat), so we decided to enjoy a bit of snorkeling despite 
the choppy, murky waters. We couldn’t see anything, 
not even a sea urchin on the sandy floor, but I refused 
to leave the GBR without seeing a single fish. “What a 


bust!” I thought, and turned back for the shore after 
40 min and only a few promising flashes of color. A 
couple feet before we reached the shore, my husband 
grabbed my arm and pointed to a school of silvery fish 
that filled our entire field of view. Amazing. We waited 
for the school to pass. And waited. Five minutes later, a 
swimmer appeared suddenly on the periphery of my 
vision and kicked me in the face. The fish scattered, the 
moment over. I immediately stood up out of the water, 
more shocked than injured, and realized this was no 
school passing by... we were surrounded on all sides 
by fish. They filled every inch of water near the shore, 
save for a single empty circle that contained two 
surprised swimmers. Later we saw the view from 
above. What we originally thought was a kelp bed (Fig 
2B) was actually an enormous school of fish filling the 
waterfront (Fig 2B, inset). 

Conclusion: Perspective matters. Sometimes you have 
to be a few steps back to appreciate what you’ve gotten 
yourself into. Hopefully it doesn’t take a kick in the face 
for this to happen. 


Figure 2. Close Encounters Between Fish and Humans: Great Barrier Reef 


A. Green Island, Great Barrier Reef B. Gazillions of Fish 



Photographs copyright Lance Chang (www.changstudio.com) 

Note: Photos taken after seas calmed down (post-snorkeling, of course). 
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The final leg of our trip was in Melbourne, Victoria 
(VIC). Think crisp autumn air, leaves beginning to 
change colors, and busy streets with lots of people 
wearing lots of black. We were lucky to have a local 
tour guide, a friend of my husband’s. She insisted 
that we visit the Melbourne Cricket Ground for the 
“big footy game” that night: Collingwood Magpies vs 
West Coast Eagles (Australian rules football). I 
usually avoid major sports stadiums unless my 
college football team is somehow involved (Boomer 
Sooner!), but how can I say no to football on a fall 
day? Yes, it was fall, and leaves were actually falling 
due to a change in seasons, not water shortages 
(Fig 3A). The wooded area around the stadium was 
filled with families, food trucks, and footballs. Sons 
and fathers were tossing the football back and 
forth... wait, no one is throwing the ball. They’re 
kicking it. Why is no one throwing the ball? (I will 


direct you to Wikipedia instead of attempting a 
succinct explanation of Australian rules football, 
which I found to be very confusing.) 

But there was something else amiss. I had the vague 
sense that everywhere I looked, the previous play 
was under review. We were surrounded by referees! 
Wait no, that’s the fans of the Collingwood Magpies 
whose jerseys are black and white vertical stripes 
(Fig 3B). My brain could not stop picking out all the 
“referees” in the crowd. Never have refs had such a 
fan base. I couldn’t help but smile. 

Conclusion: Take time to notice the small things that 
make our world unique. But don’t take time to smell 
the Magpies. 


Figure 3. Fall Football Fun in Melbourne 

A. Leaves Fall due to Seasons, B. Collingwood Magpies are 
not Water Shortage Football Players, not Referees 



(A) Photograph copyright Lance Chang (www.changstudio.com) 

(B) Magpie wallpaper available at http://www.collingwoodfc.com.au/ 


Overall Conclusions: It’s quite simple: I like Australia. I like the people, the food, the wine, the 
flora and fauna, the weather, the architecture, and the culture. I like the differences in our 
language(s). At times I forgot we were so far away from home, but then I would run into 
someone because I was walking on the “wrong” side of the sidewalk. Or I would overhear a guy 
ask his mate if he’d like to skull a middy after work. 

( Supplemental figure: I cannot do Australian crossword puzzles. Figure available in the 
Qantas in-flight magazine shoved in the seat pocket of flight QF93, seat 12A.) 
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Meeting Report: 

AMWA 32„J P acific Coast Conference, April 27-30, 2014 

By Maureen O’Hara, PA-C, DrHSc 


I drove to Asilomar for the AMWA 32nd Pacific Coast 
Conference from Los Angeles. Pacific Grove is near 
Pebble Beach on the Monterey Peninsula, and the 
last time I had visited the area that includes the 17- 
Mile Drive was 40 years ago. 


I really enjoyed eating meals as a group. Not only 
was the food absolutely fabulous (I am guessing) 
from nearby farms, it was an opportunity to meet 
fellow AMWA members and get to know them on a 
personal level in an intimate setting. 


Even though this was my first time to attend Asilomar 
or any AMWA conference for that matter, it felt 
familiar and comfortable, i had time to settle into my 
room before walking down the hill to the dining hall 
for dinner. 

We were one of several groups attending 
conferences at Asilomar. I sat next to a woman at 
dinner who asked me about the presentations I 
would be attending. It became clear after a few 
minutes that I was part of “The Writers” group, and 
she was one of “The Quilters.” We, The Writers, 
were a group of about 30, and The Quilters were 
about 300 strong. 



After dinner, there was a reception with wine and 
cheese. Again, the food and beverages were 
delicious, but the company was even better. Each 
night there was one of these meet-and greet- 
opportunities, which was an intimate setting to 
mingle and network with fellow attendees and 
presenters. 



The conference center is located within walking 
distance to the beach. Walking to and from the 
dining hall and the beach, I saw several deer. I 
stumbled upon a few deer crossing the path I was 
walking on. I heard there were some days-old fawns 
spotted by other attendees, but I only saw adults. 


The guest rooms are clustered together in buildings 
set into the landscape. The conference and meeting 
rooms are interspersed between the buildings with 
the guest rooms. Some of the buildings are original, 
such as the Guest Inn (a three-bedroom house) 
where the Steinbecks would stay. The property was 
a campground for the YWCA in the early 1900s. i 
imagine that tents were replaced by cabins, which 
have been replaced by the buildings with the 
clusters of guest rooms. Each room has a fireplace, 
and the smell of wood-burning fireplaces makes a 
large area feel cozy. I felt as if i were walking 
through history when I walked back and forth to the 
dining hall. Julia Morgan was the architect for many 
of the Arts-and-Crafts-style buildings on the property. 
She was the architect for Hearst Castle, i wondered 

if I had walked the same path as Phoebe Hearst! 
The state of California took over the property in the 
1960s when it became part of the state park system. 

The conference exceeded my expectations. All the 
speakers were excellent. 

Here is a brief recap of the presentations. 

• Keynote speaker, Roy Meals, who is a hand 
surgeon at UCLA and editor of Journal of Hand 
Surgery, gave tips on writing from an editor’s point 
of view. 

• Roger Baxter from Kaiser Permanente in Oakland 

discussed vaccine safety, especially the 
experience with pertussis vaccine in California. 

• Catherine Magill discussed research using animal 

and cell models along with computer models. 

• Alisa Bonsignore gave some very practical 
information and advice from her personal 
experience of being a freelance writer. 

• Maggie Norris had some practical information 
about using Word in medical writing and editing. 
This presentation went behind the scenes in Word 
to show how to use the program to our advantage 
in our writing. 

• Aaron van Etten discussed regulatory writing in 

applications to the regulatory agencies in this 
country and abroad pre-peri-post application 
periods. He discussed how regulatory writing is 
different from writing for publication. 



• Denise Cooluris discussed alternative and 
integrative medicine and the history of continuing 
medical education. 

• Peter Binford worked previously at the Public 
Library of Science PLOS One open access journal 
before he started his own open access journal 
called Peer J. He discussed the history of open 
access (OA) journals and their future. 

o Harvard started the first academic journal in 1665. 

o Currently about 5% of submissions are published, 
and there is a tendency to publish only positive 
results. 

o Originally considered “fringe” publications. OA 
journals currently contain about 20% of published 
information and will be the norm within the next 
five years. Elsevier and Springer among other 
publishers are jumping on the bandwagon. OA 
provides the information without charge, which is 
unrestricted in its use and no copyright 
infringement. The business model is the author 
pays a fee for the OA journal to publish the article. 
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o OA is attractive because libraries cannot afford to 
keep up with the costs of subscriptions to print 
journals. In 2011, there were 350K print articles 
and two million OA articles published, 
o There is danger in predatory publishing in which 
there is inadequate or no peer review. There is a 
trend for transparency of peer-reviewers. He 
discussed the sting with the journal Science in 
which a bogus article was published, 
o Peer J will publish any original research worthy of 
publication after peer review. About 30% of 
submissions are unpublishable because of poor 
study design or other problems. Peer J has a pre- 
print server in which anyone can post an article 


prior to publication and prior to being accepted or 
not for publication. The article is given a doi 
number, and the public can make comments to 
the authors about the articles similar to a blog. 
The business model is for writers to pay a one- 
time fee for lifetime privileges to publish in the 
journal instead of a fee for each article. 

In addition to the presentations, there were credit 
workshops and the BELS exam. The conference 
ended the same way it began: with a meal. It was so 
enjoyable to meet people who are as interested in 
science as I am, and who understand how to use the 
comma! 



Pictures by Maureen O'Hara: 

1 . Walk to Conference Center 

2. Asilomar Grounds 

3. Building designed by Julia Morgan 

4. Deer on the sand dunes on the way to the beach 
Cover picture: Sunset at Asilomar Beach 
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WU's U P (!) . . . ai EMA 

By Wim D’Haeze, PhD, Arena Pharmaceuticals, Inc. 

EUROPEAN MEDICINES AGENCY (EMA) ALERTS (27 APR 2014 THROUGH 25 MAY 2014) 

The alerts listed below cover the period from April 27, 2014 through May 25, 2014. Only key alerts thought to 
be of interest to the AMWA community were included; for additional updates and details refer to What’s New on 
the EMA website. 

GUIDELINES 

* None to report 

REPORTS/PAPERS 

• None to report 


APPROVALS/REFUSALS 


Compound 

Indication/Use 

Applicant 

Advice [Note] 

Reasanz 3 

Treat the symptoms of acute heart failure (an 
episode of severe or worsening symptoms in 
patients in whom the heart cannot pump 
sufficient blood around the body). 

Novartis Europharm Ltd. 

Negative opinion 

Simbrinza b 

Decrease elevated intraocular pressure (IOP) in 
adult patients with open-angle glaucoma or 
ocular hypertension for whom monotherapy 
provides insufficient IOP reduction. 

Alcon Laboratories (UK) 
Ltd. 

Positive opinion 

Plegridy c 

Treat adult patients for relapsing remitting 
multiple sclerosis. 

Biogen Idee Ltd. 

Positive opinion 

Masiviera d 

Treat adults with cancer of the pancreas (an 
organ of the digestive system) that is locally 
advanced or metastatic (has spread to other 
parts of the body), non-resectable (unsuitable 
for surgery) and is accompanied by at least 
moderate pain. It was to be used in combination 
with another cancer medicine, gemcitabine. 

AB Science 

Negative opinion 

Nerventra e 

Treatment of multiple sclerosis. 

Teva Pharma GmbH 

Negative opinion 

Envarsus f 

Prophylaxis of transplant rejection in adult 
kidney or liver allograft recipients. Treatment of 
allograft rejection resistant to treatment with 
other immunosuppressive medicinal products in 
adult patients. 

Chiesi Farmaceutici 
S.p.A. 

Positive opinion 

Nuwiq9 

Nuwiq is simoctocog alfa, a recombinant blood 
coagulation factor VIII (B02BD02) - a 
replacement therapy to increase plasma levels 
of factor VIII, thereby temporarily enabling a 
correction of the factor Vlil deficiency and 
correction of the bleeding tendencies. 

Octapharma AB 

Positive opinion 
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Gazyvaro h 


Treatment in combination with chlorambucil of Roch Registration Ltd. Positive opinion 
adult patients with previously untreated chronic 
lymphocytic leukaemia (CLL) and with 
comorbidities making them unsuitable for full- 
dose fludarabine based therapy. 

Translarna' Treatment of Duchenne muscular dystrophy PTC Therapeutics Ltd. Positive opinion 
resulting from a nonsense mutation in the 
dystrophin gene, in ambulatory patients aged 5 
years and older. 

Note: “positive” or “negative” opinion indicates the Committee for Medicinal Products for Human Use (CHMP) 
adopted a positive or negative opinion in regards of granting the marketing authorization, respectively, awaiting 
a final decision of the European Commission (EC). 

GENERAL ANNOUNCEMENTS 

• EMA publishes 2013 annual report.! 

EMA Website - What's New: 

http://www.ema. europa.eu/ema/index.jsp?curl=pages/news_and_events/landing/whats_new.jsp&mid=WC0b01 
ac058004d5c4 [Link] 

a . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002817/smops/Negative/h 
uman_smop_000638.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

b . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003698/smops/Positive/h 
uman_smop_000684.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

c . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002827/smops/Positive/h 
uman_smop_000683.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

d . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002659/smops/Negative/h 
uman_smop_000641.jsp&mid=WC0b01ac058001d127 [Link] 

e . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002546/smops/Negative/h 
uman_smop_000646.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

f . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002655/smops/Positive/hu 
man_smop_000689.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

a. http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002813/smops/Positive/h 
uman_smop_000688.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

h . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002799/smops/Positive/h 
uman_smop_000687.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

'. http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002720/smops/Positive/hu 
man_smop_000645.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

j. http://www.ema. europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/04/news_detail_002090.j 
sp&mid=WC0b01ac058004d5c1 [Link] 
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Wlial's Up(!) . . . al FDA 

By Sally R Altman, CareFusion, San Diego 

During the month of May, the FDA added several guidances and resources to its website. And, as in previous 
months, the agency advised consumers not to purchase or use several products following the discovery of 
undeclared ingredients, in addition, the agency approved several new drugs with indications including acute 
skin and skin structure infections, ulcerative colitis and Crohn’s disease, and thrombotic cardiovascular 
events. 

Selected FDA Announcements 


5-2-14 

The FDA added an educational resource to its website regarding the use of aspirin to prevent 
primary instances of heart attack and stroke. The article indicated that available data does not 
support the use of aspirin for primary prevention by people who do not have cardiovascular 
disease. 1 

5-5-14 

Following laboratory analysis showing that Natural Body Solution weight loss product contains 
sibutramine, the FDA advised consumers not to purchase or use the product. Sibutramine, a 
controlled substance, was removed from the market in 2010. 2 

5-5-14 

Following FDA laboratory analysis, the agency advised consumers not to purchase or use Slim 
Trim U™ weight loss product because the product contains sibutramine, a controlled substance 
which was removed from the market in 2010 due to safety concerns. 3 

5-6-14 

The agency released a draft guidance for industry: Hospital-Acquired Bacterial Pneumonia and 
Ventilator-Associated Bacterial Pneumonia: Developing Drugs for Treatment. 4 

5-12-14 

Following FDA laboratory analysis, the agency advised consumers not to purchase or use Asset 
Bee Pollen weight loss product because the product contains sibutramine, a controlled substance 
which was removed from the market in 2010 due to safety concerns. 5 

5-13-14 

The agency released a draft guidance for industry: Clinical Pharmacology Data to Support a 
Demonstration of Biosimilarity to a Reference Product. 6 

5-14-14 

The agency released a draft guidance for industry: ANDAs: Stability Testing of Drug Substances 
and Products. 7 

5-14-14 

Hospira announced a voluntary recall of one lot of dobutamine injection single-dose flip-top vial 
following the discovery of visible particulate matter. The recall followed a customer report of 
solution discoloration. During a review of the complaint, a chip was found in the vial and glass 
particulate was found within the solution. No adverse events were reported. 8 

5-15-14 

The FDA warned consumers that Lunesta® can cause next-day impairment of certain activities 
that require alertness. As a result of this issue, the recommended starting dose has been reduced 
to 1 mg at bedtime rather than the previously recommended dose of 3 mg. 9 

5-16-14 

Hospira announced a voluntary recall of one lot of labetalol hydrochloride injection multi-dose vial 
following the discovery of stainless steel particulate matter embedded in the glass vial and visible 
floating iron oxide particles in the solution. The company reported that drug solution could come 
into contact with the embedded particles, or that the embedded particles could be dislodged. 10 

5-16-14 

Following laboratory analysis showing that Asset Bold weight loss product contains sibutramine, 
the FDA advised consumers not to purchase or use the product. Sibutramine, a controlled 
substance, was removed from the market in 2010. 11 

5-16-14 

Following laboratory analysis showing that MV5 Days sexual enhancement product contains 
sildenafil, the FDA advised consumers not to purchase or use the product. Sildenafil is the active 
ingredient in the prescription erectile dysfunction drug Viagra®. 12 


Selected FDA Approvals 

Drug Indication Company 


Dalvance® Acute bacterial skin and skin structure infections caused by some Durata Therapeutics 

strains of Gram-positive microorganisms 13 ' 14 ' 15 


Entyvio™ Ulcerative colitis and Crohn's disease in adult patients with Takeda 

moderate to severe Crohn's disease 16 Pharmaceuticals 
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Zontivity™ Thrombotic cardiovascular events in patients with histories of Merck Sharp Dohme 

myocardial infarctions or peripheral arterial disease 17 - 18 

June 2014 Advisory Committee Meetings 

6-4-14 FDA Science Board 19 

6-11/12-14 Anesthetic and Analgesic Drug Products Advisory Committee 20 
6-25-14 Oncologic Drugs Advisory Committee 21 


June 2014 Meetings, Conferences, and Workshops 


6 - 2 / 4-14 

6 - 3-14 

6 - 9-14 

6 - 10-14 

6 - 16 / 17-14 


Third Annual ISPE/FDA Current Good Manufacturing Practices Conference 22 

Public Workshop: Advancing the Development of Pediatric Therapeutics (ADEPT): Pediatric 

Bone Health 23 

Public Workshop: Immune Responses to Enzymes Replacement Therapies: Role of Immune 
Tolerance Induction 24 

Public Meeting on Inborn Errors of Metabolism Patient-Focused Drug Development 25 
FDA Small Business Regulatory Education for Industry (REdl) Conference Spring 201 4 26 


WEBLINKS 


• For additional information on approvals, including labeling revisions, tentative approvals, efficacy 

supplements with supporting clinical data, manufacturing changes or additions, or chemistry; new strength, 
see http://www.fda.gov/NewsEvents/Newsroom/default.htm. [Link] 

• For additional information on recalls, market withdrawals, and safety alerts, see 

http://www.fda.gov/Safety/Recalls/default.htm. [Link] 

• For information on current drug shortages, see 

http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050792.htm. [Link] 

• For information on drugs to be discontinued, see 

http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050794.htm. [Link] 

• For Orange Book drug product list additions or deletions, see 

http://www.fda.gov/Drugs/lnformationOnDrugs/ucm086229.htm. [Link] 


I http://www.fda.gov/Drugs/ResourcesForYou/Consumers/ucm390574.htm [Link] 

2 http://www.fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/MedicationHealthFraud/ucm396061 .htm [Link] 
3 http://www.fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/MedicationFlealthFraud/ucm396052.htm [Link] 
4 http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/UCM234907.pdf [Link] 
5 http://www.fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/MedicationHealthFraud/ucm396796.htm [Link] 
6 http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/UCM39701 7.pdf [Link] 
7 http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/UCM366082.pdf [Link] 
8 http://www.fda.gov/Safety/Recalls/ucm397339.htm [Link] 

9 http://www.fda.gov/Drugs/DrugSafety/ucm397260.htm [Link] 

10 http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm397775.htm [Link] 

II http://www.fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/MedicationHealthFraud/ucm397704. htm [Link] 
12 http://www.fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/MedicationHealthFraud/ucm397707.htm [Link] 
13 http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.DrugDetails [Link] 

14 http://www.accessdata. fda.gov/drugsatfda_docs/label/201 4/021 883s000lbl.pdf [Link] 
15 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm398724.htm [Link] 
16 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm398065,htm [Link] 
17 http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.DrugDetails [Link] 
18 http://www.accessdata.fda.gov/drugsatfda_docs/label/2014/204886s000lbl.pdf [Link] 
19 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm397336.htm [Link] 
20 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm397059.htm [Link] 

21 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm3941 26. htm [Link] 

22 http://www.fda.gov/Drugs/NewsEvents/ucm398328.htm [Link] 

23 http://www.fda.gov/Drugs/NewsEvents/ucm391 538.htm [Link] 

24 http://www.fda.gov/Drugs/NewsEvents/ucm392641 .htm [Link] 

25 http://www.fda.gov/Drugs/NewsEvents/ucm387057.htm [Link] 

26 http://www.fda.gov/Drugs/DevelopmentApprovalProcess/SmallBusinessAssistance/ucm396875.htm [Link] 
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AMA-zing Style tke AMA Manual of Style Column 


By Dikran Toroser, PhD, Amgen Inc. 


WHAT IS PLAGIARISM 

As medical writers, we instinctively know what “plagiarism” is, or do we? The outreach efforts and educational 
programs by major professional organizations for medical communicators, including American Medical Writers 
Association (AMWA) and International Society for Medical Publication Professionals (ISMPP) have done 
tremendous work promoting good medical writing practices and have raised the ethical standards among their 
members. Still, plagiarism remains one of the most problematic and widely recognized practices in writing. It 
remains our job to know how exactly plagiarism is defined to avoid being caught flat-footed with an unwanted 
(or unintentional) case of plagiarism. 


The word “plagiarism” dates back to the 1600s 1 and is derived 
from the Latin word “plagiare” which means to “kidnap”. 


When an author reports ideas, words, data, or 
graphics, whether published or unpublished, of 
another person as his or her own and without giving 
appropriate credit, they have committed plagiarism. 
Here the writer figuratively “kidnapped” and owned 
somebody else’s creative work. And, remember, the 
creative work owned by someone else could be 
“unpublished.” It is vital to properly attribute all 
sources — both published and unpublished. 

Plagiarism of published and unpublished work may 
violate copyright law. 

Types of plagiarism 

Plagiarism can be of several types. 2 3 Four common 
kinds are listed below: 

1. Direct plagiarism: Verbatim lifting of passages 
without using quotation marks or crediting the 
original author. 

2. Mosaic: Borrowing the ideas and opinions from 
an original source and a few verbatim words or 
phrases without crediting the original author. Here, 
the plagiarist intertwines his or her own ideas and 
opinions with those of the original author, creating 
a "confused, plagiarized mass". 

3. Paraphrase: Restating a phrase or passage, 
providing the same meaning but with different 
words without attribution to the original author. 


4. Insufficient acknowledgment: Noting the original 
source of only part of what is borrowed or failing to 
cite the source material in a way that allows the 
reader to know what is original and what is 
borrowed. 

Misappropriation 

The common characteristic of this kind of plagiarism 
is the failure to attribute words, ideas, or findings to 
their original authors, whether or not the original 
work has been published. Such failure to 
acknowledge a source properly may on occasion be 
caused by careless note taking or ignorance of the 
rules of research and authorship. The best defense 
against allegations of plagiarism is careful note 
taking, record keeping, and documentation of all data 
observed and sources used. Misappropriation in 
scientific publication includes breaches of 
confidentiality during the privileged review of a 
manuscript, in addition to plagiarism. 

Plagiarism and Breaches of 
Confidentiality 

Those who review manuscripts that are similar to 
their own unpublished work may be especially at risk 
for charges of plagiarism. Reviewers who foresee 
such a potential conflict of interest should consider 
returning the manuscript to the editor without 
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reviewing it. This recommendation may be 
stipulated in the letter that accompanies each 
manuscript sent for review. 

Tools to combat plagiarism 

While the internet and subsequent rapid and 
widespread dissemination of research findings and 
publications have resulted in an increase in pla- 
giarism, there is a silver lining. Today, most 
reputable publishers use anti plagiarism software 
(eg, iThenticate 3 ) to detect plagiarism in submitted 
papers. 4 5 As technology gets better, all instances of 
intentional or unintentional misappropriations and 
plagiarisms will be in plain sight — so, be aware. 


References 

1. Das and Panjabi (2011) Plagiarism: Why is it such 
a big issue for medical writers? Perspect Clin Res. 
2(2);67-71. 

2. Northwestern University. How to avoid plagiarism. 
http://www.northwestern.edu/uacc/plagiar.html. 
Accessed May 12, 2014. 

3. http://www.ithenticate.com/resources/academic 

4. Giles J. Taking on the cheats. Nature. 
2005;435(7040):258-259. 

5. Eysenbach G. Report of a case of 
cyberplagiarism — and reflections on detecting and 
preventing academic misconduct using the 
Internet. J Med Internet Res. 2001;2(1):article e4. 



Further Reading: See pages 156 and 158 of the 
AMA Manual of Style 10 th edition. 

Acknowledgment: Thanks are due to Ajay Malik 
for useful discussions 
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Career Corner 


Trap Interview Quest 


ions 


By Irene Yau, PhD, Allergan, Inc. 


I previously wrote about how to tackle tough interview questions such as answering about weaknesses and 
salary requirements. This month’s Career Corner will focus on answering trap questions. A popular Linkedln 
post by Richard Moran, CEO of Accretive Solutions explains the #1 trap question. Along with Moran’s trap 
question, I have included a few more that you might encounter during a job interview. 


• #1 Trap Question: What do you do in your 
free time? 

This question may come at the end of a long 
interview and you may feel that it is just part of the 
chitchat at the end. It may be an informal question, 
but remember that everything you say is being 
evaluated. The simple tip to answering this question 
is to just be truthful. 

Trap - Embellishing 

It may sound impressive to give grandiose answers 
such as running marathons or starting non-profit 
organizations, but if the last time you trained for long 
distance running was 5 years ago, you will not come 
across as being truthful when the interviewer asks 
for more details. But I intend to just does not cut it. 

Trap - Being too truthful 

We are all entitled to our own hobbies, but admitting 
that you play Candy Crush for hours at a time may 
not be the best answer. A good point that Richard 
makes in his article is that busy parents may have no 
free time and spend their weekends doing laundry 
and transporting their kids to and from activities. 
Chances are that the interviewer is in/has been in 
the same boat and will understand that you do not 
have much free time. 

Answer - Just be truthful and play it safe. 


• Trap Question: Would you work if you won the 
Lotto? 

This question is trying to find out your work 
motivation. Are you working as a means to an end? 
Do you have career aspirations? It would be far 
fetched to deny any excitement in winning. At the 
same time, you can still mention that you would want 
meaningful work, open up a business, or start 
personal projects (if that is the case). Just avoid 
answers that make it seem like you would be 
unproductive or dislike working. 

• Trap Question: Where would you really like to 
work? Where else are you applying? 

The question is trying to find out if you applying to 
any and every job in sight. Remember to emphasize 
that you want this position that you are interviewing 
for and do not mention other companies by name or 
position title. Steer the conversation back to this 
position and why you are good for this position. 

Source: 

Richard A Moran. #1 Trap Interview Question. 

http://www.linkedin.com/today/post/article/20140423133949- 
10878085-the-1 -interview-trap-question 
Watch out! Ten question designed to trick you. Forbes. 

http://www.forbes.com/sites/jennagoudreau/2012/02/23/watch 

-out-ten-interview-questions-designed-to-trick-you/ 
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Md ica 1 ¥ rilers Meetup at Casa de Bandini, 

Soulk Carlsbad, in May 2014 




Several AMWA Chapter members and local writers including (in alphabetical order) Leila Abrous, Kathryn 
Delong, Gail Flores, Teresa Gallagher, Dennis Kim, Ellen Klepack, Kris Quart, Mira Sastri, Donna 
Simcoe, and Susan Vintilla-Friedman joined for a "happy hour" of networking and laughs. 
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Picture courtesy of Gail Flores and Donna Simcoe 



June 2014 Job Lisl 


in 9 

Compiled by Irene Yau, PhD, Allergan, Inc. 


Manager, Scientific Communications 

Avanir, Aliso Viejo 

Medical Writer/Director 

Brandkarma, Irvine 

Senior Manager, Medical Writer 

Orexigen, San Diego 

Scientific Writer 

City of Hope, Duarte 

Medical Writer I 

Covance, San Diego 

Technical Writer 

Irvine Pharmaceutical Services, Irvine 


As a reminder, complete Job Listings are available for current, interested members and 
are available through the following ways: 

• Job openings are sent out -monthly through the jobs mailing list 

• Job listings will be posted periodically through our Linkedln SubGroup, AMWA Pacific 
Southwest Chapter , so be sure to join the group 

Please e-mail emplovment-coordinator@amwa-pacsw.org if you'd like to receive job 
listings or share any job leads with the group and it will be added to the job listings. 
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Safely Sentinels: Pkarmacovigilance I 


ssues an 


J N 


ews 


By Ellen Klepack, PharmD 


This month’s column will feature recent safety information for eszopiclone (Lunesta). 


In a safety communication released on May 15, 
2014, the FDA announced that it will require 
manufacturers of eszopiclone (Lunesta), a sedative- 
hypnotic sleep aid, to lower the recommended 
starting dose from 2 mg to 1 mg at bedtime. 1 This 
recommendation applies to both men and women 
equally and is based on study data that show blood 
levels of the drug can remain high enough to impair 
mental alertness the following day. Changes have 
been approved to the Lunesta prescribing 
information and patient Medication Guide and 
generic labels will also be updated. 2 

Psychomotor and Memory Impairment with 
Eszopiclone 

The decision to lower the starting dose of 
eszopiclone was largely based on a double-blind, 
placebo controlled study that assessed the effects of 
eszopiclone 3 mg on driving skills, memory, and 
coordination in 91 healthy volunteers at 7.5 and 11.5 
hours post dose. 1 Results showed that psychomotor 
and memory impairment were most severe at 7.5 
hours post dose and could last as long as 11.5 hours 
post dose. Subjective perception of sedation and 
coordination were not consistently different from the 
placebo group (ie, subjects in the treatment group 
could feel awake and alert even when they were 
objectively impaired). 


Evaluation of Impairment Potential for Other 
Insomnia Drugs 

Last year, FDA took similar action and reduced the 
starting dose of zolpidem (Ambien), another popular 
sleep aid in the same class as eszopiclone. 34 
Driving simulation and pharmacokinetic studies 
were conducted with the originally recommended 
zolpidem starting doses of 10 mg immediate-release 
and 12.5 mg extended release at bedtime. Risk for 
next-day impairment was increased with the 10 mg 
immediate-release dose and was highest with the 
12.5 mg extended release product. Additionally, data 
revealed that women eliminated zolpidem more 
slowly than men and were more susceptible to next- 
day impairment risks overall. As a result, FDA 
lowered the starting dose of zolpidem to 5 mg for 
immediate release products and 6.25 mg for 
extended release products at bedtime for women 
and 5 or 10 mg for immediate release and 6.25 or 
12.5 mg for extended release products at bedtime for 
men. 

The FDA is continuing to monitor the risk of next-day 
impaired mental alertness for both prescription and 
over the counter sleep aids and will update the public 
with any new additional information as it becomes 
available. 2 


Sources 

1 . FDA Drug Safety Communication: FDA warns of next-day impairment with sleep aid Lunesta (eszopiclone) and lowers recommended dose 

[safety communication], U.S. Food and Drug Administration; May 15, 2014. http://www.fda.gov/Drugs/DrugSafety/ucm397260.htm. 
Accessed May 29, 2014. 

2. FDA requiring lower starting dose for sleep drug Lunesta. Risk of impairment the morning after use of sleep aid drugs [news release], U.S. 

Food and Drug Administration; May 15, 2014. http://www.fda.gov/newsevents/newsroom/pressannouncements/ucm397453.htm. Accessed 
May 29, 2014. 

3. FDA Drug Safety Communication: Risk of next-morning impairment after use of insomnia drugs; FDA requires lower recommended doses 

for certain drugs containing zolpidem (Ambien, Ambien CR, Edluar, and Zolpimist) [safety communication], U.S. Food and Drug 
Administration; May 15, 2014. http://www.fda.gov/Drugs/DrugSafety/ucm334033.htm.Accessed May 29, 2014. 

4. FDA Drug Safety Communication: FDA approves new label changes and dosing for zolpidem products and a recommendation to avoid 

driving the day after using Ambien CR [safety communication], U.S. Food and Drug Administration; May 14, 2013. 
http://www.fda.gov/Drugs/DrugSafety/ucm352085.htm. Accessed May 29, 2014. 
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Notes I rom ike STC S u ill ill i ( in Pk 


oenix 


By Mary K Stein, Arizona Chapter 


Kathy Boltz and I had no idea what to expect when 
we first arrived at the Society for Technical 
Communication (STC) Summit, held from May 17-21 
at the Phoenix Convention Center. We had both 
volunteered to represent AMWA for three days at the 
STC Expo in the Exhibition Hall. We set up the 
AMWA booth, with our handouts, information about 
the AMWA conference in Memphis, and our sample 
AMWA textbooks demonstrating our online 
certification program. Our booth joined more than 50 
companies in the Expo area, including Google and 
Adobe, software translation companies and many 
other specialty software companies. 

Over the three days we found that STC and AMWA 
have much in common, and we were busy answering 
questions about medical writing and AMWA. 
Parallels between our two groups include a strong 
emphasis on continuing education, networking, 
encouraging student members, providing an online 
jobs bank for members. STC just like AMWA is 


passionate about high standards, integrity, and 
quality in our work. Probably the most common 
question we had was, “How do you become a 
medical writer? We had visitors from throughout the 
US, as well as Canada, Australia, South Africa and 
Israel, among others. We both felt this would be a 
great topic for a future seminar at AMWA’s national 
meeting and local chapter meetings as well. 

STC is a professional association dedicated to the 
advancement of technical communication (web site: 
www.stc.org). Technical communicators research 
and create information about technical processes or 
products directed to a targeted audience through 
various forms of media. For example, STC members 
communicate about technical or specialized topics, 
such as computer applications, medical procedures, 
or environmental regulations. They communicate by 
using technology, such as Web pages, help files, or 
social media sites. And they provide instructions for 
products and services. A small percentage write 
documentation for medical device companies. 


The summit offered over 80 
educational sessions, organized 
in tracks, which were offered 
from May 19 through 21. A new 
feature this year was 20-minute 
Spotlight talks. Kathy and I had 
access to all the educational 
sessions and events and were 
able to attend a few. One 
session, conducted by Drs. Clair 
Lauer and Eva Brunberger of 
Arizona State University, 
Tempe, presented some of the 
findings from their nationwide 
survey of want ads for technical 
writers that appeared on the 
Monster.com job website. The 



Kathy Boltz fielded many questions at the STC Summit in Phoenix, including 
the number-one question, “How can I become a medical writer?” 
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full findings from the study will be included in a future 
article in Technical Communications, one of STRC’s 
publications. Lauer and Brunberger found that 2% of 
ads were aimed at medical writers and 5% were for 
grant proposals. In addition, when they compared 
salary ranges for experienced medical writers and 
technical writes, medical writers earned significantly 
more than did technical writers. The largest 
numbers of job opportunities were in the Pacific 
coast, mid-Atlantic, and south Atlantic regions. Not 
surprisingly, California was one of the most robust 
areas for jobs in technical communications. 

In another session on redesigning your business and 
skills, career specialist and Judith Glick-Smith 
offered a number of strategies for freelance writers 
who wish to reorganize their businesses. She urged 
attendees to ask themselves a series of questions, 
such as what makes you stand out from others? 
What are your skills, weaknesses and goals, and do 
these match the message your reputation delivers? 
Another suggestion was to carefully examine the 
description of a job rather than the job title, and she 
stressed the importance of collaborating with other 
professionals, to re-start and reposition your 
business. 



Janet Stephany, Senior Technical Writer at Portland 
General Electric, Portland, OR, won a $50 Amazon 
gift card donated by AMWA. 


Hopefully AMWA will continue to take the “show on 
the road” to other communicators’ meetings so we 
can continue to spread the word about AMWA. 


Annual Conference 
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SAVE THE DATE 


AMWA’S 74th ANNUAL CONFERENCE 

OCTOBER 8-11,2014 * MEMPHIS. TN 



DIA 2014 50 th Annual Meeting 

Celebrate the Past - Invent the Future 

June 15-19. 2014 | San Diego. CA .-rtfifiSt! 31 - 4 ' 20 ''*- 
San Diego Convention Center I fl Bfc 
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Backpage: 


Postscripts in AMWA Updates 

Postscripts newsmagazine was profiled recently in the May 2014 issue of the AMWA Update. 

The AMWA Update wrote: 

REAP POSTSCRIPTS , AMWA PAC-SVJ MONTHLY NEWS MAGAZINE 


Postscripts is the public voice of the AMWA Pacific -Southwest Chapter that 
conveys recent or upcoming educational interests and networking opportunities 
for the chapter members. In addition to regular coverage of chapter events , 
Postscripts publishes educational features and news summaries from the 
regulatory and publication-planning world ; encourages discourse in good writing 
practices and ethics j and often includes off -the -beaten -track articles , such as 
travelogues, by chapter members. 


Postscripts has come this far because of 
its members. Kudos to all of you, 
including the following who have 
contributed articles or pictures to this 
newsmagazine since January last year: 

Alyssa Wu-Zhang 
Anita Frijhoff 
Bernard Delacruz 
Catherine Kolonko 
Deborah Brown 
Dikran Toroser 
Donna Simcoe 
Ellen Klepack 
Gail Flore 
Haripriya Shankar 
Irene Yau 

Jacqueline Dyck-Jones 
James Sanchez 
Jenny G rod berg 
Jennifer Reichert 
Kathy Boltz 
Kelly Dolezal 
Lanie Adamson 
LoAn K Ho 
Loraine Schacher 
Mary K Stein 
Mathew Tran 
MaryAnn Foote 
Michele Vivirito 
Mira Shastri 
Noelle Demas 
Roma Levy 
Sally Altman 
Scott Harrington 
Sue Hudson 
Susan Chang 
Tom Lang 
Valerie Breda 
Victoria Love 
Wim D'Haeze 

Also read: 

issue Feb 2014, pg 11. 

—Editor 







